
November 1,8,2004 

Via fax ad UPS 

Division of Dockets Manngcnent (WA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room. I.061 
Rockvifle, MD 20852 

Re: Docket No. 2004D-0352 
GloBal Iiamronizaricm Task Farce, Study t3ottps I and 2; New Proposed Docum.entf 

(I) SG1(PD,J/lvo43i?b: “‘Labelling for Medical ROavicc~ (revlerl) *’ - GHTF Srudy 
Group / 

(2) SGZ(PD)M38RI4: “Applicanbn Requirements for Parficipdion in the GHTF 
National! Competent Author@ Report Evhrmnge Progrum ** - GHTF Study 
Group 2 

[Federal Register/ Volume 69, No. 162, pages 5 I. 853-5 I.8543 

Dear Sir/Madam: 

Arentis appreciates the 0pportunir.y to commen,t on the above-referenced docket. with 
respect to the proposed Global Hmrmnizatian Task Force (GHTF) Study Group 
documents. 

GHTF Study Group 1 document SG1,(PD)/NO43RG, “.LabsE/lng for Medic& Devictrs 
(revised), ” is intended to d.escri,bc rcviscd bsrmonized requiremen.ts for the labeling of 
mcd.ical devices. 

GHTF Study Group 2 document SGZ(PD)/N38Rl,4, “Applicdon Requirementsfor 
Participatton in the GHTF National Competent Aurh.ority Report Fzchartge Program, ” i E 
intended to provide information ELI authorized, tcpresenta,tives on the prerequisites and 
commitments required of an organization before they can participate in the National, 
Competent Authority Report (NCAR) exchange program, 

We off&r the foIlowing comments and questions for your consideration. 



4.0 DEFl.JTIIoNS 
JnstNctions fir we: Infomzalfnn provided by the manufacturer to inform Che device user 

ofthe products (sic) proper use and of any precautions to be luken. 

Recommen.dstion: Aventis suggests emphasizing that Instructions for Use are 
considered labeling, by changing Rhe definition from “Infirmulion prouidEd by !I’W 
manufachmr . . . ” to ’ ‘L&eUing thor! provides information from the manufactrrrer. . . ” 
Please also note a typgraphical, error in the text: ‘+products” should have an apostrophe: 
‘“product’s.” 

5.0 JAi3ELLL’VG REQUIREMEN 
5. J General Principles 
4”’ huller: 

. instruclionsfor use should be written in terms readily understood ~JJ the inrendcd 
user and, where appropriate, supplemented with drGtWing.9 and diagrams. 

Recommendation: Avcntis suggesls adding; “Readability rcsrlng of the instrl&tions 
may be appropriute, pantcularI)t for complex devices. ” Readability testing would 
contribute to the shared goal of reducing medica.tlon errors by enhancing documcnr: 
comprehension. 

5.0 LAAELLING REQUIREMENTS 
5. I Grtn.eral Principles 
5”’ butlet: 

l lnstruchns may not be needed or muy be abhrevkkdfar devices of low or 
moderare risk if they can be used sczfcl~~ a~d os intended by rhe manrAfacturer 
~~iclwwl any such instructions. 

Recom.m.endsth: Aventis suggests changing this to ICC& “Instructions may be 
abbreviated for devices of low or moderate risk if they can be wed safely and as intended 
by the mamfaccurer wirhotcr drrmiled instructions. l ’ All. d.evices. no matter how simple, 
should have some imtruc~ions for USE. 

1 Aventis also suggests providing examples of such low- or moderate-risk devices. 
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5.0 LARBLLING REQUXWVTS 
1.1 General Principles 
s’n (next-to-last) bullet: 

l Taking into consideration the type of user anticipated for the device, national 
Iangwtge requirements should be kept to a  m inimum, 

Recommendat ion:  Avmtis requests further explmlbn. Should Rcgulatmy Authoritiies 
aim tb waive or eliminate n,ational language requirements if the in.tend,ed users (e.g., 
physicians or other he&hcare providers) are presumed to be m lrltjlingual by virtue of 
t;heir education and professional training? 

5.0 LAJ3ELLJiVG REQU~REMEJ’JTS 
5.1 General Principles 
First paragraph af?er the bullets; 

Regulatory Authorities and industry should encourage the development and use of 
international labeling guidelines for medical devices. 

Recbmmendut iaa:  Aventis recommends cxtcnding this principle also to the 
standardization of symbols, changing the sentence to read: “Regukfoy Authorfries and 
indust y  should encotrruge the development and use of international labeling guidelines 
and standardtied symbols for nedicui devices. ” 

5.0 LAl&!.UNG REQUlR fiMEmS 
5.2 Content of Labell ing 

a) 77ze name or trade name and address of the mnnufacturer, . . 

For imported devices, tnfomehon may be required to cantah in addition, the nume and 
address of either tlse importer esmbJkhed within the importing count&region or of an  
authorized representative of the manufacturer established within the importing 
county/region. 

JZecammendat ion:  Does “name or trade name” pertain to the product or the 
manufacturer? Roth should he included. Aventis proposes changing the first sentmce to 
read: “al The oroduct name or trade mame. the monufucturer ‘s name and address. , . . . ” 



5.0 LABELIJNG REQLUREMWTS 
5.2 Content ofl,abeiling 

b) Suflcient details for the user to idenfrjj the device and, whb~t? rh6w? are not obvic~w, 

its inrendedpurposes, user anrr’parientpopuhtion of the device; also, where relevant, the 
con.len ts of any packaging, 

Recommendation: Aventis suggests deleting the words “where relevanf, ” ‘l?his is 
important inform&ion and should not be optioml. 

5.0 LABELLING REQUIREMENT 
5.2 Content of Lohelling 

h) Theperformance intended by the manufuc/ur~r and, whme relevant. any undesiraltfe 
side eflects, 

Recommendation: Aventis mggests replacing the tern “undesirable side eficts ” wilJ~ 
the preferred tmn “ad~~em? evenfs. ” GJ-TTF documents grznerally use the term “adverse 
event. ” “Side effects” is a term reaujatoss h.ave been tiaa to eliminate. 

I 

3.0 DEFM7’IONS 
Confidential lirfonrration: Infirmalkn fiiai due lo its nawre maj! be wyiilrl~~ prejudicial 
IO one or more persons and that, for thb reasnjz, has becw murked by Ehe information 
provider as being con$dencial or not for general reiease. 

Recommendatbn: Aventis suggests adding the words “orpwticipants, ” such that the 
definition reads: “Conzdencial Informntion: Informatian that due to its nawe may Be 
unfairly prejzndicial to one or more perscw or participants, . . . . ” 

5,O PiWREQ U/,PT7ZY AND COMWTMETS 
5.2 Full Parlicipnnn 
Pre-reqrrislres 

Recommendation: Aven.tis requests a clarification: ke Fill Participants entitled to 
receive m NCAR, WEII if their own regulations aze nor. comparable with th.ose of other 
Full Particiuant members? 
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On bthalf of Aventis, we Bppreciate the opportunity 1x1 comment  on the proposed GHTF 
d,ocum,ents and arc much obli,ged for your consideration, 

Sincerely, 

Steve Gaff, MD 
Vice Prrsidtm, Head! US Regulatory Aff~ri~s 


